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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election of Group V, claims 23-24 and 29, directed to an antibody, in the 
reply filed on 9/25/2008 is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

2. Claims 1-22, 25-28 are withdrawn from further consideration. 

3. Currently, claims 23-24 and 29 are under examination. 

Specification 

It is noted Section 0057 [Determination of whether an oligopeptide is immunogenic for a 
particular patient is adily" determined by standard T cell activation assay known to those of 
skill in the art"](See Publication 20060240475) The misspelling "v adily" should be "rapidly". 
Similarly, Section 0088, in the middle part, [such as, in particular , the 33-mer oligopeptide of 
the invention, dramatically increases their affinity for HLA-DQ2, the class 1 1 MHC allele 
present in > 90% CeUac Sprue patients; and presentation of these "deamidat epitopes by DQ2 
positive antigen presenting cells effective...]. The misspelling "deamidat d" should be 
"deamidated". Correction is needed. 

Claim Objections 

4. Claims 23-24 are objected to because of the following informalities: It is noted that 
claims 23-24 direct to an antibody cell line or antibody. However, these claims lack the features 
as to how one produce such cell line or antibody. It is suggested Applicant incorporates the 
essential features from claims 1 and 12 into the claim language. Appropriate correction is 
required. 

Note, the language in claim 1 cannot be a valid peptide when n=0 and y=0. In addition, the 
language in claim 12 "conservatively modified variant thereof may need support from 
disclosure to satisfy 35 USC 1 12, first paragraph, with respect to "written description" and 
"enablement". Thus far, no particular portion of the peptide is discussed. Also, such feature 
needs a functionality correlated with the peptide in support of enablement/written description. 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

7. Claims 23-24 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Anderson et al. (WO 03104273) in view of Lewicki et al. (US 4656253). 

Anderson et al. teach a method of diagnosing celiac Sprue disease. Anderson et al. teach 
detecting polypeptide refractory to digestion which then causes such disease. The 
polypeptides include PQPQLPYPQ (A2), or PYPQPQLYP (A3) (See page 71, Example 
14). Although Anderson et al. do not explicitly teach producing antibody (using 
hybridom cell line) against these polypeptide, it would have been obvious to one ordinary 
skill in the art to make antibodies once the antigen has been isolated as taught by Lewicki 
et al. (Col. 3, line 62-68). Furthermore, Board of Patent Appeals and interferences has 
taken the position that once an antigen has been isolated and sequenced, the manufacture 
of monoclonal antibodies against it is prima facie obvious. See Ex parte Ehrlich, 3 USPQ 
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2d 1011 (PTO Bd. Pat. APP. & Int. 1987), Ex parte Sugimoto, 14 USPQ 2d 1312 (PTO 
Bd. Pat. APp. & Int. 1990). It is also noted that SEQ ID No. 12 encompasses the above 
mentioned peptide because Anderson et al. consider these peptides as epitopes. 
Therefore, if the antibodies can detect PQPQLPYPQ (A2), or PYPQPQLYP (A3), then 
the antibodies can also specifically bind to SEQ ID NO. 12. 

8. Claims 23-24 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Arentz-Hansen et al. (J. Exp. Med. 2000 Vol. 191, page 603-612; Applicant submitted IDS 
information) in view of Lewicki et al.. 

Arentz-Hansen et al. study Celiac Sprue disease. Arentz-Hansen et al. study several 
alpha-gliadins for the CD412/CD387 recognition. Arentz-Hansen et al. found out one 
particular peptide, alpha 2 (62-75) PQPQLPYPQPQLPY, has particular function to 
stimulate T cell recognition (See Table II; page 606). Such 14-mer peptide is 
encompassed within SEQ ID NO. 12. Similarly, as discussed above, it would have been 
obvious to produce antibody when the antigen is identified and characterized. 

Conclusion 

9. No claim is allowed. 

Any inquiry conceming this communication or earlier communications from the 

examiner should be directed to JACOB CHEU whose telephone number is (571)272-0814. The 
examiner can normally be reached on 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jacob Cheu/ 
Examiner, Art Unit 1641 



